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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1.136(a). In no event, however, nnay a reply be tlnnely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this connmuntcation. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after t he mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communicatlon(s) filed on 07 July 2006 . 
2a)IEI This action Is FINAL. 2b)n This action Is non-final. 

3) 0 Since this application is in condrtion for allowance except for formal matters, prosecution as to the merits Is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Clalm(s) 1-46 Is/are pending in the application. 

4a) Of the above claim(s) 9-11,23.29 and 44-46 Is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-8. 12-22. 24-28, 30-43 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)\3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing^heet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been rieceived. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) CH Notice of References Cited (PTO-892) 4) O lntervlev\/ Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pap®"' No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Infomial Patent Application 

Paper No(s)/Mail Date . 6) □ Otiier: . 

U.S. Patent and Trademark Offco 

PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper NoVMail Date 2006101 2 
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DETAILED ACTION 

Applicant is advised that the Examiner assigned to this Application has changed. 
The Examiner currently assigned to this Application is Eric Silverman, PhD, whose 
contact information can be found at the end of this action. Applicant is further advised 
that this Application is currently assigned to Art Unit 1615. 

Applicants' response, and amendment, filed 7/7/2006, have been received. 
Claims 1 - 46 are pending, and claims 9 - 1 1 , 23, 29, and 44 - 46 are withdrawn as 
non-elected inventions or non-elected species, there being no allowable generic or 
linking claim(s). 

It is noted that on the current listing of claims, filed 7/7/2006, claims 9-11, 23, 
and 29 are listed with the status identifier "original". This aspect of the claims listing is 
not correct; these claims are currently withdrawn. See also the office action mailed 
4/10/2006. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such lull, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 - 8, 12 - 22, 24 - 28, and 30 - 43 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
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time the application was filed, had possession of the claimed invention. This is a new 
matter rejection. 

The amendment reciting "wherein the composition comprises at least about 5% 

by water, based on the total weight of the composition" is new matter. It is noted that 

Applicant points to paragraph 30 in the specification for support for this amendment. 

Paragraph 30 is reproduced below. 

[0030] It is to b6 understDod that both iht tbregoing general description and the 
following detailed description are exemplary and explanatory and are intended to provide 
ftiitber explaiiatiori of the invcntioti as claimed. Other objects,, advantages, and novel features 
wUl be readily apparent to those skilled in the art from the foUowttig detailed description of 
ihc invention* 

Clearly, this section of the specification does not provide support for the 
amendment. A careful review of the remainder of the originally filed disclosure also 
shows no support for the added subject matter. The amendment accordingly introduces 
new matter into the clairhs. 

Claim Rejections - 35 USC § 102 
The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1 - 8, 12 - 22, 24 - 28, 30 - 43 renfiain rejected under 35 U.S.C. 102(b) 
as being anticipated by WO 00/18374 for reasons of record and those discussed above. 

Response to Arguments 
Applicants' arguments have been fully considered, but are not persuasive. 
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Applicant argues that the rate controlling polymers of the '374 application cannot be 
considered to be the "gel forming substance" of instant claims, because the intended 
purpose of these polymers are different. This is unpersuasive because the rate forming 
polymers of the prior art document have the ability to form gels, and thus meet all the 
claimed requirements in instant claims. The purpose of the material, as defined in the 
specification, is not a limitation that is properly incorporated into the claims. Although 
the claims are read in view of the specification, incorporation of limitations from the 
specification into the claims is not proper. Applicants further argue that the claims 
require "excess water" which results in fast release, whereas the prior art exhibits slow 
release. Again, this is not persuasive since the components of instant composition are 
the same as those in the prior art composition. Furthermore, the claims do not require 
"excess water", but, as amended, require 5% or more or water. 

This newly added limitation is met in at least two ways by the prior art. First, 
claim 23 of the prior art teaches soft gelatin capsules. Such capsules are understood to 
inherently include at least 5% water, as opposed to hard gelatin capsules, which contain 
much less. Secondly, the dosage form of the prior art is understood to be an osmotic 
dosage form in at least one claimed embodiment (see claim 29). In an osmotic dosage 
form, upon administration water from enters the dosage form and the osmotic pressure 
caused thereby releases the active agent. Thus, at least at some point after 
administration, this embodiment of the prior art invention will necessarily contain at least 
5% of water 
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Claims 1 - 8, 12 - 22, 24 - 28, and 30 - 33 remain rejected under 35 
U.S.C. 102(b) as being anticipated by US 6,316,029 to Jain et al for reasons of record 
and those discussed below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., an excess of water) are not recited in the rejected claim(s). Although the claims 
are interpreted in light of the specification, limitations from the specification are not read 
into the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 
1993). 

To the extent that Applicants' intended to argue that the composition of Jain does 
not have more than 5% water, as is now claimed, this would also not be persuasive. 
During the making of the compositions of Jain, the components are blended and 20 g of 
deionized water is added during the blending (Example 3). The water added is at least 
5% of the total weight of the composition. At least during this blending procedure, the 
composition of Jain meets the newly added limitation. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571 272 8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1000. 
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